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S510(k) SUMMARY OF SAFETY AND EFFECTIVENESS

This summary of 510(k) safety and effectiveness information is being submitted in accordance with the
requirements of the Safe Medical Devices Act (SMDA) of 1990 and 21 CFR 807.92. All data included in this
document are accurate and complete to the best of KSEA’s knowledge.

Applicant; Karl Storz Endoscopy - America, Inc.
600 Corporate Pointe
Culver City, CA 90230
(310) 558-1500

Contact; Betty M. Johnson
Manager, Regulatory Affairs

Infusion Pump

KSEA Model 383320 20 Angiomat

383320 20 Angiomat pump is de 'to provide a clear field of view during
; v¢ endoscopy of the peripheral vaseular system. Please consult your angioscope
manua] for spwiﬂc indications and contraindications for use.
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momtonng and ﬂww centml The Angxomat has two operanng rwdeé and also inco rates a bolus infusion
function.

The KSE. del py of the peripheral vascular
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safety and eﬁfe@hwness, as these differences have no effect on thﬁ perfnmanee, functwn or iniended uﬁe of
these devices.
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